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What is ihe (CDERBreject?

wNINDS initiated the development of Common Data
Elements (CDESs) as part of a project to develop data
standards for funded clinical research in neuroscience

wlhe CDEs are content standards that can be applied 1
various data collection models and are intended to be
dynamicandmay evolveover time.

wCDES areot a database.
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What are ithe goals0ttbe @DEdsoject?

uDevelopcommon definitionsand standardizecase
report forms (CRF) and other instruments

oHelp investigators conduct clinical research through
the development of these uniform formats by which
clinical data can beystematically collected, analyzed
andsharedacross the research community
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What is a CDE?

* Standardized questionand potential answers Example:

* Allows for consistent collection and sharing of data = CDE name:“Birth head circumference value”

* Semanticvalue (the CDE name) with clear definitions and = Definition: “Circumferential measurementofthe head at
permissiblevalues the ...”

= DataType: “Numeric Values”
= |nputRestrictions: “Free-form Entry”

Case Report Form: Prenatal and Perinatal History

1) Birthweight:___ poundsand ___ ounces OR _____ _ grams

2) Birthlength: [Jcentimeters [Jinches [CImeters [ feet

] centimeters ] inches

Birth head circumference:

Gestationalage value: weeks days

CDE Details:

References i ificati i i Al iabld  CRFModule/ Pravious

CDE Name | Variable Name Definition / i Data Type Instructions
Guideline

Description

Ci2540 Bithhead  BrthHeadOroumfVal  Groumferential Birth head MumenicVales  Record the head drcumferencz of Pryor Hand Thelander H, (1968),  Pediatric Supplemental 30 7/24/2013Mliases forvarizble  Prenataland Perinatal  General  Participant/Subject Bithhead  Free-Fom
cirumference measurament of the circumferance the participant/subjectin Abnomally small bead size and namenotdefined  History Health History and Family circumfarence Entry
vahe head at the widest centimeters. Fanotherunitof  intellect in children ] Pediatr. History  History vahe

point taken at birth - measure is preferred, teanbe  73:593-598,
the distance from usad, however the final data shoud

above the eyebrows be convered to centimeters, This

and ears and around s pediatric-spacific elemant,

the back of the head
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What are ithe cdbjectives 0Ofltbe GDEd?soject?

wldentify CDEs used In clinical research
A (age, gender, race, etc.)

wPresent data elements in a standard format available
to all

wldentify common definitions
A (including permissible values, range checks, etc.)

wStandardize CRFs and other instruments

wProvideinformation to researchers fazlinical data
collection and sharing
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Motivation Impact

Trials were costing too much: no one U Reduce time/cost to develop data
believed in reuse of CRFs collection tools

Trialswere taking too longand costing U Reducestudy startup time andcost of
too much to get up and going overall trial

Data quality varied, no standards U Improvedata quality
Data collection was not consistent U Facilitate collection of data

Comparisons of data between studies U Facilitate data sharing/comparisons
was not possible between studies and metanalyses
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NINDSCCDPEiDisease-Aream/er 11./000CCPES &5 Th:tastiument
General CDEs

Epilepsy* Traumatic brain injury*

Cerebral palsynew) Neuromuscular disorders*

Chiari | Malformatior{inew) ¢ Amyotrophic lateral sclerosis
Headache ¢ CNA SRaExia OKQa
Mitochondrial disorders* ¢ Muscular dystrophies
Movement disorders «Congenital, Duchenne/Becker,

A tFENJAYy&a2yQa Raas agiascapulohumeral, Myotonic
A ldzyGAay3aidz2yaoa| RA Y@Finggagravis
Multiple sclerosis ¢ Spinal muscular atrophy

Spinal cordnjury (SCI)* Subarachnoid hemorrhage (in developmer

Stroke* SportsRelatedConcussion (in development

* Pediatric Specific Recommendatiors
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General * Classification ter
Core Traumatic Brain Injury CDEs
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Core (Classification

AGeneral Core: A data element that is required for
all NINDS funded studies.

ADisease Core: A data element that collects
essential information applicable to any disease-
specific study, including all therapeutic areas. The
NINDS and its appointed working groups assign the
di sease nNnCoreo classificat
clinical research best practices.
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Recommended Glagsification

ADisease Supplemental - Highly Recommended:
A data element which is essential based on certain
conditions or study types in clinical research studies.
In most cases, these have been used and validated
In the disease area. These data elements are
strongly recommended for the specified disease
condition, study type or design.
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DiseasesSupplemeantall Clagsitcation

ADisease Supplemental: A data element which is
commonly collected in clinical research studies.
Use depends upon the study design, protocol or
type of research involved. These are
recommended, but not required, for studies.
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Diseaser xplonatory|GdaissHication

ADisease Exploratory: A data element that requires
further validation, but may fill current gaps in the
CDEs and/or substitute for an existing CDE once
validation is complete. Such data elements show
great promise, but require further validation before
they are ready for prime-time use in clinical research
studies. They are reasonable to use with the
understanding that it has limited validation in the
target group.
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wWorking Groups and NINDS CDE Team work together
to develop disease specific research CDEs/CRFs:

A Collect and review data report forms from diseasgeecific
and other outcomes databases

wRegistries, clinical research projects, etc.

A Assess what can be shared between disorders from within
the NINDS CDE website or other @{jte activities

wl'he greater the overlap and reuse of CDEs, the greater
Impact on future datamining and data sharing

A ldentify appropriate outcome measures



